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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant s submission filed on 
10/04/04 has been entered. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Applicant adds new claims 59-79, which are related to claims 33-34 and are not 
new matter. 

Accordingly, claims 33-34, 59-79 are being examined. 
The following are the remaining rejections. 

REJECTION UNDER 35 USC 112, SECOND PARAGRAPH, NEW REJECTION 

Claims 33-34, 59-79 are indefinite for the use of the language "a predetermined 
value" in claim 33, because one cannot determine the metes and bounds of the 
claimed invention. 



REJECTION UNDER 35 USC 112, FIRST PARAGRAPH, WRITTEN DESCRIPTION, 
NEW REJECTION 
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The instant specification does not contain a written description of the invention in 
such full, clear, concise, and exact terms or in sufficient detail that one skilled in the art 
can reasonably conclude that applicant had possession of the claimed invention at the 
time of filing. 

Claims 34, 59-79 are rejected under 35 USC 112, first paragraph, as lacking an 
adequate written description in the specification. 

Claims 34, 66-72, 74, 78-79 are drawn to a method for identifying agents for 
treating prostate cancer, comprising exposing to a test sample a nucleic acid molecule 
that "hybridizes to the alpha-methylacyl-CoA racemase mRNA comprising SEQ ID NO:3 
under the hybridization conditions recited in claim 34", wherein the nucleic acid 
molecule comprises at least 260, 300, 400, 500, 800, 900 nucleotides. 

Claims 59-65, 73, 75-77 are drawn to a method for identifying agents for treating 
prostate cancer, comprising contacting alpha-methylacyl-CoA racemase mRNA with a 
nucleic acid probe "comprising" at least 15, 20, 25, 30, 40, 50, 75 consecutive 
nucleotides of the "complement" of SEQ ID NO:3. 

It is noted that the nucleic acid probe of claims 34, 66-72, 74, 78-79 
encompasses sequences of unknown structure and function, provided they are at least 
260, 300, 400, 500, 800, 900 nucleotides in length, and hybridize under the 
hybridization conditions recited in claim 34 via a common fragment to SEQ ID NO:3. 

It is further noted that a complement could be a partial or full length complement, 
wherein a partial complement could share with SEQ ID NO:3 only a few nucleotides. 
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Thus a complement of SEQ ID NO:3 could be sequences of unknown structure and 
function, that share with SEQ ID NO:3 only a few nucleotides. 

Further, due to the language "comprising", the nucleic acid probe of claims 59- 
65, 73, 75-77 encompasses sequences of unknown structure and function, that are 
attached to at least 15, 20, 25, 30, 40, 50, 75 consecutive nucleotides of the 
"complement" of SEQ ID NO:3, having unknown structure and function. 

Although drawn to DNA arts, the findings in University of California v. Eli Lilly and 
Co., 119 F.3d 1559,43 USPQ2d 1398 (Fed. Cir. 1997) and Enzo Biochem, Inc. V. Gen- 
Probe Inc. are relevant to the instant claims. The Federal Circuit addressed the 
application of the written description requirement to DNA-related inventions in University 
of California v. Eli Lilly and Co .. 119 F.3d 1559, 43 USPQ2d 1398 (Fed. Cir. 1997). The 
court stated that "[a] written description of an invention involving a chemical genus, like 
a description of a chemical species, "requires a precise definition, such as by structure, 
formula, [or] chemical name," of the claimed subject matter sufficient to distinguish it 
from other materials." Id. At 1567, 43 USPQ2d at 1405. The court also stated that 
a generic statement such as "vertebrate insulin cDNA" or "mammalian 
insulin cDNA" without more, is not an adequate written description of the 
genus because it does not distinguish the genus from others, except by 
function. It does not specifically define any of the genes that fall within its 
definition. It does not define any structural features commonly possessed 
by members of the genus that distinguish them from others. One skilled in 
the art therefore cannot, as one can do with a fully described genus, 
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visualize or recognize the identity of the members of the genus. A 
definition by function, as we have previously indicated, does not suffice to 
define the genus because it is only an indication of what the gene does, 
rather than what it is. Id At 1568, 43 USPQ2d at 1406. The court 
concluded that "naming a type of material generally known to exist, in the 
absence of knowledge as to what that material consists of, is not a 
description of that material." Id. 
Finally, the court addressed the manner by which a genus of cDNAs might be 
described. "A description of a genus of cDNAs may be achieved by means of a 
recitation of a representative number of cDNAs, defined by nucleotide sequence, falling 
within the scope of the genus or of a recitation of structural features common to the 
members of the genus, which features constitute a substantial portion of the genus." Id. 

The Federal Circuit has recently clarified that a DNA molecule can be adequately 
described without disclosing its complete structure. See Enzo Biochem. Inc. V. Gen- 
Probe Inc. . 296 F.3d 1316, 63 USPQ2d 1609 (Fed. Cir. 2002). The Enzo court adopted 
the standard that "the written description requirement can be met by "show[ing] that an 
invention is complete by disclosure of sufficiently detailed, relevant identifying 
characteristics ....i.e., complete or partial structure, other physical and/or chemical 
properties, functional characteristics when coupled with a known or disclosed 
correlation between function and structure, or some combination of such characteristics. 
" Id At 1324, 63 USPQ2d at 1613 (emphasis omitted, bracketed material in original). 
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The inventions at issue in Lilly and Enzo were DNA constructs per se , the 
holdings of those cases are also applicable to claims such as those at issue here. A 
disclosure that does not adequately describe a product itself logically cannot adequately 
describe a method of using that product. 

Thus, the instant specification may provide an adequate written description of a 
nucleic acid probe that hybridizes to SEQ ID NO:3, or a nucleic acid probe that 
comprises at least 15, 20, 25, 30, 40, 50, 75 consecutive nucleotides of the complement 
of SEQ ID NO:3, per Lilly by structurally describing a representative number of a nucleic 
acid probe that hybridizes to SEQ ID NO:3, or a nucleic acid probe that comprises at 
least 15, 20, 25, 30, 40, 50, 75 consecutive nucleotides of the complement of SEQ ID 
NO:3, or by describing structural features common to the members of the genus, 
which features constitute a substantial portion of the genus. Alternatively, per Enzo , 
the specification can show that the claimed invention is complete by disclosure of 
sufficiently detailed, relevant identifying characteristics, functional characteristics when 
coupled with a known or disclosed correlation between function and structure, or some 
combination of such characteristics. 

In this case, the specification does not describe a nucleic acid probe that 
hybridizes to SEQ ID NO:3, or a nucleic acid probe that comprises at least 15, 20, 25, 
30, 40, 50, 75 consecutive nucleotides of the complement of SEQ ID NO:3, that 
satisfies either the LiNy or Enzo standards. The specification does not provide the 
complete structure of any nucleic acid probe that hybridizes to SEQ ID NO:3, or a 
nucleic acid probe that comprises at least 15, 20, 25, 30, 40, 50, 75 consecutive 
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nucleotides of the complement of SEQ ID NO:3, other than SEQ ID NO:3, nor any 
functional characteristics coupled with a known or disclosed correlation between 
structure and function. Although the specification discloses a single nucleic acid 
molecule consisting of SEQ ID NO:3, this does not provide a description of a nucleic 
acid probe that hybridizes to SEQ ID NO:3, or a nucleic acid probe that comprises at 
least 15, 20, 25, 30, 40, 50, 75 consecutive nucleotides of the complement of SEQ ID 
NO:3, that would satisfy the standard set out in Enzo . 

The specification also fails to describe a nucleic acid probe that hybridizes to 
SEQ ID NO:3, or a nucleic acid probe that comprises at least 15, 20, 25, 30, 40, 50, 75 
consecutive nucleotides of the complement of SEQ ID NO:3, by the test set out in Lilly . 
The specification describes only a single nucleic acid molecule consisting of SEQ ID 
NO:3. Therefore, it necessarily fails to describe a "representative number" of such 
species. In addition, the specification also does not describe "structural features 
common to the members of the genus, which features constitute a substantial portion of 
the genus." 

Thus, the specification does not provide an adequate written description of a 
nucleic acid probe that hybridizes to SEQ ID NO:3, or a nucleic acid probe that 
comprises at least 15, 20, 25, 30, 40, 50, 75 consecutive nucleotides of the complement 
of SEQ ID NO:3, that is required to practice the claimed invention. Since the 
specification fails to adequately describe the product that is used in the claimed method, 
it also fails to adequately describe the claimed method. 
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REJECTION UNDER 35 USC 112, FIRST PARAGRAPH, ENABLEMENT 

Rejection under 35 USC 112, first paragraph of claim 34 pertaining to lack of 
enablement for a method for identifying agents for treating prostate cancer, using a 
nucleic acid molecule that hybridizes to the alpha-methylacyl-CoA racemase mRNA 
comprising SEQ ID NO:3 under the hybridization conditions recited in claim 34, remains 
for reasons already of record in paper of 08/30/04. 

New claims 59-79 are rejected for the same reasons of record. 

Applicant argues that claim 34 has been amended to specified stringent 
hybridization and wash conditions, and that a nucleic acid molecule that hybridizes to 
racemase mRNA under stringent conditions is a probe that is sufficiently specific for 
racemase mRNA to identify racemase mRNA. 

Applicant's arguments set forth in paper of 06/04/04have been considered but 
are not deemed to be persuasive for the following reasons: 

Claims 34, 66-72, 74, 78-79 are drawn to a method for identifying agents for 
treating prostate cancer, comprising exposing to a test sample a nucleic acid molecule 
that hybridizes to the alpha-methylacyl-CoA racemase mRNA comprising SEQ ID NO:3 
under the hybridization conditions recited in claim 34, wherein the nucleic acid molecule 
"comprises at least" 260, 300, 400, 500, 800, 900 nucleotides. 

Claims 59-65, 73, 75-77 are drawn to a method for identifying agents for treating 
prostate cancer, comprising contacting alpha-methylacyl-CoA racemase mRNA with a 
nucleic acid probe "comprising" at least 15, 20, 25, 30, 40, 50, 75 consecutive 
nucleotides of the "complement" of SEQ ID NO:3. 
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It is noted that the nucleic acid probe of claims 34, 66-72, 74, 78-79 
encompasses sequences of unknown structure and function, provided they are at least 
260, 300, 400, 500, 800, 900 nucleotides in length, and hybridize under the 
hybridization conditions recited in claim 34 via a common fragment to SEQ ID NO:3. 

It is further noted that a complement could be a partial or full length complement, 
wherein a partial complement could share with SEQ ID NO:3 only a few nucleotides. 
Thus a complement of SEQ ID NO:3 could be sequences of unknown structure and 
function, that share with SEQ ID NO:3 only a few nucleotides. 
Further, due to the language "comprising", the nucleic acid probe of claims 59-65, 73, 
75-77 encompasses sequences of unknown structure and function, that are attached to 
at least 15, 20, 25, 30, 40, 50, 75 consecutive nucleotides of the "complement" of SEQ 
ID NO:3, having unknown structure and function. 

Applicant has not taught how to make numerous nucleic acid probes with 
unknown structure for use in the claimed method. Further, the probes would not be 
specific and would also hybridize to unknown sequences, even under the stringent 
hybridization conditions recited in claim 34. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MINH-TAM DAVIS whose telephone number is 571- 
272-0830. The examiner can normally be reached on 8:30AM-5:00PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, JEFFREY SIEW can be reached on 571-272-0787. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). r Pv 



November 04, 2004 



MINH TAM DAVIS 




